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EXAMINING ISSUES RELATED TO COMPETI-
TION IN THE PHARMACEUTICAL MARKET-
PLACE: A REVIEW OF THE FTC REPORT, GE-
NERIC DRUG ENTRY PRIOR TO PATENT EX-
PIRATION

WEDNESDAY, OCTOBER 9, 2002

HOUSE OF REPRESENTATIVES,
COMMITTEE ON ENERGY AND COMMERCE,
SUBCOMMITTEE ON HEALTH,
Washington, DC.

The subcommittee met, pursuant to notice, at 10 a.m., in room
2123, Rayburn House Office Building, Hon. Michael Bilirakis
(chairman) presiding.

Members present: Representatives Bilirakis, Upton, Greenwood,
Deal, Burr, Ganske, Norwood, Wilson, Pickering, Bryant, Buyer,
Pitts, Tauzin (ex officio), Brown, Waxman, Barrett, Towns, Pallone,
Eshoo, Stupak, Wynn, Green, and Dingell (ex officio).

Also present: Representative Shimkus.

Staff present: Patrick Morrisey, deputy staff director and counsel;
Brent Del Monte, majority counsel; Steve Tilton, health policy coor-
dinator; Eugenia Edwards, legislative clerk; John Ford, minority
counsel; and Jessica McNiece, minority staff assistant.

Mr. BILIRAKIS. Shall we please take our seats so that we can get
started. Good morning.

I would announce that the opening remarks by the chairman and
the ranking member will be for 5 minutes, and remarks from the
other members of the subcommittee will be limited to 3 minutes,
and I call this meeting to order.

First, I would like to thank our witnesses for appearing before
the subcommittee today. The subcommittee values your expertise
and we look forward to your expert testimony. I am certain it will
help us better understand the issues before us.

The Hatch-Waxman amendments of 1984 established the frame-
work that currently governs the entry of generic pharmaceutical
products into the marketplace. The 1984 law attempted to accom-
modate two important public policy objectives. The first was to
speed the entry of lower-cost, generic versions of brand-name drugs
into the marketplace. The second, and more subtle, objective was
to preserve an environment that encourages companies to develop
innovative new pharmaceuticals.

By all accounts, Hatch-Waxman has been a success. Almost half
of the prescriptions filled in the United States today are for generic
drugs, whereas only 19 percent of prescriptions filled in 1984 were
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for generics. However, there are indications that the law needs to
be modified to ensure that it continues to meet its original intent.

The Federal Trade Commission recently published an extensive
report that identifies certain instances where innovator companies
may be using questionable tactics to delay the entry of generic com-
petitors. I am not going to go into the details of the FTC’s findings
right now or their recommendations. However, suffice it to say that
the FTC recommendations could serve as a good starting point for
discussions about potential Hatch-Waxman reforms.

I want to emphasize, and members of this subcommittee have
heard me say it, I trust, many times, that I have been a long-time
supporter of the generic drug industry. Generic drugs are often
substantially cheaper than brand-name versions, and we should en-
sure that American consumers continue to have access to them.

However, I think we must approach Hatch-Waxman reforms cau-
tiously because poorly thought-out, Draconian changes in this area
could dramatically reduce the incentive for innovator companies to
develop new, lifesaving products. Some of us had a number of en-
tertainers attend our offices last week who have particular ill-
nesses, diseases, and who have asked us to take it slow.

I want to make it perfectly clear that any Hatch-Waxman re-
forms should not be viewed as a substitute for a meaningful Medi-
care prescription drug benefit. Although I am disappointed that,
once again, my constituents do not have access to a Medicare pre-
scription drug benefit, I am very proud that this committee favor-
ably reported a bill that was subsequently passed by the House.

H.R. 4954, the Medicare Modernization of Prescription Drug Act,
is a good bill. It is not a perfect bill. Nobody has ever said it is a
perfect bill, but it is a good bill that, if enacted, would help low-
income seniors, provide every beneficiary with stop-loss protection,
and significantly lower the cost of prescription drugs for all Medi-
care beneficiaries.

Let me emphasize that last point. Contrary to the rhetoric we
hear in this committee, the House-passed Medicare prescription
drug bill significantly lowers the cost of prescription drugs. It does
so without resorting to an inefficient, government-administered
price control scheme.

Instead the bill allows Medicare prescription drug plans to nego-
tiate deep discounts for manufacturers on behalf of Medicare bene-
ficiaries. So every time someone talks about how the House-passed
Medicare prescription drug bill does not address the issue of high
drug costs, everyone here will know that that claim is absolutely
indisputably false.

That said, I believe it is important to carefully review the find-
ings of the FTC report and to hear expert testimony on this matter,
and that is why I decided to hold today’s hearing. My hope is that
members will use this opportunity to ask serious questions about
a very complicated subject, and there is no reason why we
shouldn’t have a thoughtful, measured discussion today.

My fear, however, is that some will, instead, use this opportunity
to grandstand and demagogue this issue in an attempt to score
some cheap political points. That is unfortunate. We can solve this
problem if we work together, if we are not concerned about dema-
goguery and throwing stones at each other.
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I want to thank our witnesses again for taking the time to ap-
pear before our subcommittee today. I trust you will provide valu-
able perspective.

Now I am pleased to yield to the ranking member from Ohio, the
gentleman from Ohio, for an opening statement.

Mr. BROWN. Thank you, Mr. Chairman. I appreciate that.

Earlier this year the chairman committed to holding a hearing
on Hatch-Waxman reform. I want to thank you, Mr. Chairman, for
fulfilling that commitment today. You consistently try to do the
right thing. I recognize that and I appreciate that.

If the impact of inflated drug prices on American purchasers
were a minor problem or a recent problem, or if prescription drug
affordability was a problem unique to seniors, and if we had passed
a decent prescription drug benefit in this body, one not written by
and for the drug companies, I would not question the majority’s de-
cision to hold this hearing just days before Congress adjourns.

But exploding prescription drug inflation is not a minor phe-
nomenon; it is not a recent phenomenon. It is driving up health in-
surance premiums; we know that. It undercuts the financial secu-
rity of seniors; we know that. It drains scarce dollars from State
and Federal health programs; we know that.

Anti-competitive behavior in the prescription drug market is not
a minor or a recent problem either. The FTC has acknowledged it.
Tglle dPatent Office has acknowledged it. The President has acknowl-
edged it.

Thirty-two State attorneys general and businesses and trade
groups and consumer groups and consumer unions throughout the
Nation are fighting it, but the problem is statutory. It is something
we have a responsibility to fix.

CBO says this anti-competitive gaming, wherein brand and ge-
neric drug manufacturers improperly exploit provisions of Hatch-
Waxman to block lower-priced competitors from the market will
cost American consumers $60 billion over the next 10 years. If Con-
gress enacts Medicare prescription drug coverage, but doesn’t close
the loopholes on Hatch-Waxman, the Medicare program and sen-
iors will spend as much as an extra $100 billion for that coverage
over the next decade. This is not a minor problem.

Earlier this summer Mr. Waxman and I asked the majority to
work with us to come up with a bipartisan compromise. We were
willing to start from scratch, if that is what it took to put a stop
to the anti-competitive behavior in the prescription drug market.
The majority refused.

I recognize that many on this committee are under tremendous
pressure to tow the drug industry’s line. No one is ignorant in this
body of the close alliance between PhRMA and Republican leader-
ship in the House. No one is ignorant of the close connection and
alliance between PhRMA and Republican leadership in the White
House. Look at the fundraising; look at the President’s appoint-
ments; look at the behavior of the new Food and Drug Administra-
tion; look at the votes in this House.

But regardless of the majority’s allegiance to the drug industry,
at some point our inaction on this issue is important to consumers,
to seniors, to State governments, to the taxpayers who support
Federal and State health programs. At some point our inaction on
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this issue, on an issue this important to the American public, is
more than irresponsible; it is inhumane.

As you know, there are three bills pending in the House: H.R.
1862, H.R. 5272, H.R. 5311, co-sponsored by scores of Democrats
and some courageous Republicans, bills that would address the
concerns raised by the FTC report. These bills would help prevent
anti-competitive manipulation of the 30-month stay and the 180-
day exclusivity provisions of the Hatch-Waxman Act without cur-
tailing the 14 to 17 years of patent protection which drugmakers
receive for new products.

In contrast to PhRMA’s claim that these bill “threaten medical
promise”—by the way, I am not sure if you are familiar with the
statement, Mr. Chairman, but it is quoted from the ad PhRMA ran
where they counseled parents to pray for a miracle, because if we
dare pass S. 812 or one of the bills in the House that I and others
are working on, and close loopholes that some, not all, but some
drug manufacturers use to cushion their profits, then all research
and development will dry up. I will hand out that ad today. I think
it is important for all members to see it, so you will know exactly
what kind of organization and what kind of demagoguery we are
dealing with.

The truth is closing loopholes in Hatch-Waxman would invari-
ably boost medical innovation on behalf of patients like Mr.
Barondess from our second panel. Hatch-Waxman loopholes have
given drug manufacturers a lucrative alternative, an alternative to
innovation. Rather than develop new drugs, they squeeze addi-
tional revenues, using expensive attorneys, patent lawyers, and
others, out of their old ones. Blocking generic competition to earn
a buck doesn’t help patients. It hurts innovation and hurts pa-
tients.

Let me quote Merck CEO Ray Gilmartin, who runs one of the
most profitable companies in America. “We won’t engage in any
practices simply to delay the arrival of a generic to the market. Ex-
tending a patent inappropriately is not beneficial to the consumer
or to the health care system because generic drugs play a very im-
portant role in keeping down the rate of increase in drug costs. It
frees up resources, frankly”—get this—“Generic drugs,” CEO Gil-
martin says, “Generic drugs free up resources for health plans to
be able to afford the new drugs, the breakthrough drugs, not the
‘me too’ drugs, not the ‘gaming the patent system’ drugs, but the
breakthrough drugs that a company like Merck is bringing to the
market.”

Mr. Chairman, I appreciate again the opportunity for this hear-
ing. I look forward to talking more about this.

Mr. BILIRAKIS. And I thank the gentleman for his understanding.

Three minutes, Mr. Upton.

Mr. UpTON. Thank you, Mr. Chairman.

As we embark on this hearing, let’s keep one thing front and cen-
ter—The 1984 Drug Price Competition and Patent Term Restora-
tion Act is arguably one of the most successful and important
health and consumer laws that we have ever enacted. It created
this Nation’s modern, vibrant generic drug industry. Prior to its
passage, generic drug sponsors had to duplicate all of the pioneer
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drug sponsors’ work, with all the attendant costs in both money
and time.

Then generics had about a 19 percent share of the U.S. prescrip-
tion drug market. Well, since that 1984 law gave them an Abbre-
viated New Drug Application process and access to the pioneer
drug’s data and the right to use that data to perfect a copy well
before the pioneer’s patent has expired, generics’ market share has
grown rapidly. Today generics have 47 percent of the market, sav-
ing consumers $8 to $10 billion a year.

At the same time, the 1984 law has provided the pharmaceutical
industry with a very effective incentive to invest the many years
and hundreds of millions of dollars needed to bring innovative
drugs to the market, giving millions of suffering patients hope
where once there was little or none.

I am sure that every person here in this room has personally
seen, and some have personally experienced, individuals for whom
a new drug has literally meant the difference between life and
death or a life lived in pain or a life lived with debilitating suf-
fering. I know that all of us who have watched loved ones lose their
battle with terrible diseases like cancers, Alzheimer’s, ALS, have
found ourselves sorely wishing that there were a miracle cure
available for them.

The law works because it is balanced. It recognizes—and we need
to keep this well in mind, too—that without a vibrant, innovative
pioneer drug industry, there can be no generic industry.

I recognize there has been some gamesmanship with the law,
and some modifications may be necessary to ensure that generic
competition remains healthy. But let’s make sure that any cure
that we ultimately prescribe is not worse than the disease, and let’s
fairly evaluate and understand the extent of the problem under
current law.

Our Nation leads the world in the development of new drugs that
enable us to effectively treat diseases and conditions. But if the in-
centives are not there to continue new drug discovery and develop-
ment, and if people cannot afford to buy those drugs, their benefits
will be lost to many.

Mr. BILIRAKIS. Please finish up.

Mr. UpTON. How we ultimately address these and other funda-
mental issues relating to the 1984 law will determine whether we
will continue our world leadership in drug innovation and whether
patients will have access to the safe, effective, and affordable drugs
that they need both now and in the future.

Mr. BILIRAKIS. I apologize to the gentleman.

Mr. UpTON. I yield back the balance of my time.

Mr. BILIRAKIS. He was actually on “caution.” Mr. Waxman, 3
minutes, please, for an opening statement.

Mr. WAXMAN. Thank you, Mr. Chairman. I appreciate all the
comments that my colleagues have made about the success of this
law, which I had an important part to play in its development.

It has been a very successful law, and the idea of the law was
to create a balance. We wanted to give incentives for innovation be-
cause the consumers of this country and around the world benefit
from the investment that leads to new pharmaceutical products to
deal with our diseases that otherwise couldn’t be addressed.
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At the same time, on the other part of the balance we wanted
competition. Consumers benefit when there is competition because
they can get a better price; they can get a lower price.

We have now seen in recent years—this wasn’t a problem in the
beginning, but only in recent years—an abuse of the law. I asked
the Federal Trade Commission to look at this question and to see
if they could determine whether there are tactics that are being
used, games being played, by some of the brand-name companies
to simply keep competition off the market.

They found that since 1998—the law didn’t have this problem
from 1984 to 1998, but since 1998 companies have increasingly
begun to file multiple late patents, triggering successive 30-month
stays of generic competition. This tactic has been used for eight
blockbuster drugs, has delayed the availability of generic competi-
tion between 4 and 40 months beyond the initial 30-month period.

Moreover, the patents for these particular drugs, when the FTC
looked at it, they didn’t find that the patent challenges were valid
challenges. At the same time they have also found that there is a
significant number of collusive agreements between the brand-
name companies and the generic manufacturer to keep generics off
the market.

They have taken a provision of the Hatch-Waxman law and
turned it on its head. The provision was to encourage competition.
They have used it to discourage competition, in fact, to stop com-
petition.

We ought to stop the games that are being played, restore the
balance that we need in the pharmaceutical area. Let me assure
my colleagues and friends that the biggest problem to innovation
is with those companies that don’t want to invest in new innovative
drugs because they want to invest in legal fees to keep competition
off the market. If they can continue their monopoly on a product
that is a big seller, they don’t feel that they need to get new drugs
out there, or they are not being successful in getting new drugs de-
veloped.

So if we want new drugs for the American people, let’s get com-
petition when the patents are through. The law was very, very gen-
erous in giving patent protection, the restoration of patent, more
exclusive time through GAAP and other means. The patents have
even been extended longer through the pediatric bill. We have
given an additional 6 months. The companies have plenty of inno-
vative incentives, and we ought to stop the games from occurring.

Mr. BILIRAKIS. I thank the gentleman.

There are four votes on the floor. The Chair will recognize Dr.
Ganske for a 2-minute opening statement, and then we are going
to break until we have completed those votes.

Mr. GANSKE. I thank you, Mr. Chairman.

We need to pass a Medicare prescription drug bill. We passed
one in the House that needs to become law. All across Iowa I have
talked to seniors about it. They think that is a very significant im-
provement in Medicare.

We also need to address the high cost of prescription drugs. We
do that in the Medicare bill we passed in the House, but we also
need to close some loopholes in the generic law.
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There is concern that some brand-name drug manufacturers are
preventing generic competition by obtaining multiple 30-month
stays. There is concern that there are agreements between brand-
names and generics that delay getting those generics onto the mar-
ket.

That is why I am a co-sponsor of H.R. 5311, the Prescription
Drug Affordability Act of 2002, introduced by Representatives John
Thune and Jo Ann Emerson. That bill would eliminate the poten-
tial for stacked 30-month stays. It would prevent the listing of friv-
olous patents. It changes market exclusivity rules to prevent collu-
sion between brand and generic drug companies.

Mr. Chairman, I think these are all important changes. I think
Mr. Waxman’s bill had good intentions, but, like many bills—in
fact, maybe most of the bills that we pass here in Congress—after
a while you begin to see that you need to do some reform on those
bills.

This is a bill that, if we could get it passed, or something equiva-
lent to it, I think it would help bring down the cost of drugs for
senior citizens and for everyone in the country. I think that is a
laudatory goal.

I appreciate the chairman for having this hearing, and I will
yield back.

Mr. BIiLIRAKIS. I thank the gentleman.

All right, we will break for as long as it takes us, probably 40
minutes, something like that, maybe less than that.

[Brief recess.]

Mr. BILIRAKIS. We will continue with our opening statements, 3-
minute opening statements.

Mr. Dingell, for an opening statement.

Mr. DINGELL. Mr. Chairman, I thank you, and I thank you for
scheduling this hearing. It is long overdue.

It is at the end of a Congress in which we have sent the dis-
tressing message to millions of prescription drug consumers, and
that is that the House is content to let the good, bipartisan work
of the Senate go to waste.

The Senate has tried to establish an appropriate balance be-
tween the legitimate interests of innovator companies and the in-
terests of consumers who stand to benefit from price competition in
the marketplace. This body has not. We’re past the point of asking
whether there is a problem. It is clear when seniors are compelled
to choose between paying the rent or buying food to purchase need-
ed prescription pharmaceuticals.

There is a bipartisan agreement on this point, and there are
some curious remedies being brought forward, including changing
the laws on imports, something which poses significant difficulties
to the consuming public and some substantial danger of dangerous
pharmaceutical or pseudo-pharmaceuticals being brought into this
country.

The administration, which opposed S. 812, the Greater Access to
Pharmaceuticals Act, even though it passed the Senate by a wide
margin, still says it recognizes that adjustments to current law
would improve the fair entry of generic substitutes in the market
and prevent future abuses of the patent laws which do occur today.
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I would note that we may not all agree with the content of that
legislation, but at least serious consideration of it, and allowing the
process to go to work to correct the abuses that we find in terms
of pricing, is very much in order and very much in the public inter-
est.

Major employers in this country, such as General Motors, are
facing unsustainable drug cost increases due to a variety of factors
that include costs associated with the delay or denial of generic
price competition. I am aware that the answer to their concerns
does not rest entirely with generic drugs, but more than $20 billion
worth of prescription pharmaceuticals are due to come off their pat-
ent over the next few years. Any unreasonable delay or denial of
the market entry of generic drugs has significant implications for
the health of our citizens and the health of our country, as well as
significant adverse impacts upon American employers.

Mr. Chairman, I want to be as fair as possible in my approach
to the subject. I continue to listen to the concerns of drug
innovators as well as drug purchasers, but the House appears to
be missing a major opportunity, and we are not carrying out our
duty to the people in moving forward on this matter. I do not be-
lieve that we can hide that unfortunate fact.

Thank you, Mr. Chairman.

Mr. BILIRAKIS. And I thank the gentleman. Mr. Tauzin, chairman
of the full committee, for an opening statement.

Chairman TAUZIN. Thank you, Mr. Chairman. Let me express my
appreciation to you personally for this hearing to consider the
issues surrounding competition in the drug marketplace. As we
know, this Nation has, in fact, enjoyed an enormous progress in
competition in the drug marketplace because of Hatch-Waxman.
Reviewing the problems with the act and also acknowledging its
success is an important part of this hearing, I believe.

Without adequate competition, all Americans would pay too
much for their drugs, and many do in some cases. At the same
time, if we skew the marketplace so much as to allow for imme-
diate competition upon FDA approval of a generic challenging a
patented brand drug, it would simply stifle innovation and elimi-
nate the motivation to make those investments. So it is a delicate
balance we seek, and I believe today’s hearing will help us in seek-
ing the balance and achieving it as quickly as we can.

In 1984, the Congress passed the Hatch-Waxman act, which gov-
erns generic drug entry into the marketplace. In exchange for
streamlining the generic drug approval process, brand-name drugs
had patent life restored, so as to take into account the time lost
during the FDA drug approval process. That was the trade: Get
generics into the market quicker and at the same time give those
who develop and produce new drugs a chance to enjoy the oppor-
tunity to recover those investments over the life of their patent,
WithOilt the patent being used up in time spent at the FDA in ap-
proval.

During that time we have seen generics now go up from less
than 20 percent of prescriptions filled in the U.S. to nearly half of
all prescriptions dispensed. That is remarkable progress. I've got
pharmacists in my district, by the way, that are using email and
fax technologies now to communicate directly with doctors when a
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prescription arrives at their pharmacy, and in those email and fax
matrix systems they are setting up doctors can approve generics
that they may not have thought about prescribing in the first place.

They tell me they can drive the percentage of prescriptions dis-
pensed with generics even higher than that one-half of the generics
dispensed today in prescriptions to as high as 80 percent. That
would dramatically, I think, help all of us in this country take ad-
vantage of generic drugs, which in many cases are cheaper than
brand-names.

At the same time, Hatch-Waxman has allowed companies to con-
tinue to innovate, and they spend today roughly $30 billion per
year on research and development. Every one of those new drugs
produced and developed is saving lives, extending lives, and mak-
ing life more bearable for people with illnesses and diseases in this
country.

So while we may complain that the act is not working perfectly,
I think we will all concede that, I assume all of us would concede
that it is working pretty good. I don’t expect anyone on these pan-
els to call for us to repeal it. What we are going to hear, hopefully,
is how we can improve it. That is why this hearing is good.

Recently, the FTC issued a report examining generic entry in the
marketplace prior to the expiration of brand patent rights. The im-
portant words to stress here are “prior to the expiration of brand
patent rights.” The sole focus of that report was whether generics
were obtaining access to the market when a brand holds a valid
patent issued by the Patent and Trademarks Office. To be sure,
some patents may be improperly granted by the PTO, but, accord-
ing to the FTC, this is not the rule. It has been the exception.

Since passage of Hatch-Waxman, roughly 95 percent of all
generics seeking access to the market raise no issue about the va-
lidity of the brand patents. That is a pretty high percentage.

With few exceptions, generic access to the market has not been
stymied through the system of gaming. There have been excep-
tions. We ought to correct them.

What the FTC focused upon were eight drugs where brand man-
ufacturers received multiple 30-month stays. At the onset, let me
state that I support the notion of the 30-month stay. The 30-month
stay allows for a cooling-off period, so tricky patent issues can be
litigated. We believe a 30-month stay is appropriate because Hatch-
Waxman allows generic manufacturers to commit activities that
would otherwise be considered patent infringement prior to generic
approval.

So when a person tells me that a brand drug should be treated
the same in patent litigation through a requirement that they seek
injunctive relief to prevent the FDA from approving the generic, I
tell them that that should be the case only if we treat generic man-
ufacturers like all other manufacturers prior to approval. That is,
you should not be allowed to infringe upon the front end and then
demand to be treated like all the others in the back end.

The question begins, however, and it still lays before us: Is more
than one 30-month stay ever legitimate? Truthfully, I don’t know
that answer. The FTC has studied it and recommends one 30-
month stay per drug. I want to hear that reasoning explained to
us today.
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Further, FTC recommends that when brands settle patent litiga-
tion with generics, the FTC should be given notice of the settle-
ment. This, to me, makes abundant sense. I understand the FTC
is not calling for approval of the settlement, but rather simple no-
tice. Since anti-competitive settlements do nothing to bring lower-
priced generics to the market, this seems like a good starting point
for discussion.

Again, Mr. Bilirakis, I want to thank you for calling this hearing.

Finally, let me mention one more thing before we go into the ar-
cane details of Hatch-Waxman. We will hear a great deal of rhet-
oric today at this hearing about why we must quickly approve the
Senate bill, Senate 812, or some similar legislation. Our friends on
the other side of the aisle will say that such legislation is sorely
needed to bring down the price of prescriptions for seniors. Let me
be perfectly clear. The best way to reduce the prices paid by seniors
for their prescription drugs is to pass comprehensive prescription
drug benefit in Medicare.

The bill we passed through this committee and through the
House in June would reduce some seniors’ drug spending by well
over 50 percent. Approximately 44 percent of Medicare bene-
ficiaries would pay nominal co-pays or no cost-sharing at all. That
legislation ought to be signed into law, and it is a shame we are
not in conference at this point making that possible for the seniors
of America.

As the Energy and Commerce Committee has enjoyed, I believe,
a history of great bipartisanship, as we delve into the minutiae of
Hatch-Waxman, I hope we can go back to that spirit.

There are some problems in the act. We ought to fix them. There
are some things we could do to improve them. But we ought to
build on the success of Hatch-Waxman, and we ought to build on
it as Americans, not as Democrats or Republicans. I hope as we
learn about these important issues today, this committee will begin
to see its way clear to doing that.

Thank you, Mr. Chairman.

[The prepared statement of Hon. W.J. “Billy” Tauzin follows:]

PREPARED STATEMENT OF HON. W.J. “BILLY” TAUZIN, CHAIRMAN, COMMITTEE ON
ENERGY AND COMMERCE

Mr. Chairman: I appreciate you holding this hearing to consider the issues sur-
rounding competition in the drug marketplace. As a Congress and as a nation, we
must ensure that competition in the drug marketplace remains vibrant. Without
adequate competition, all Americans would pay too much for their drugs. At the
same time, if we skew the marketplace so much as to allow for immediate competi-
tion upon FDA approval, we would stifle innovation. So it’'s a delicate balance we
seek, and I believe today’s hearing will help us in seeking that balance.

In 1984, the Congress passed the Hatch-Waxman Act, which governs generic drug
entry into the marketplace. In exchange for streamlining the generic drug approval
process, brand name drugs had patent life restored so as to take into account the
time lost during the FDA drug approval process. Since the Act was passed, we have
seen generics go from less than 20% of the prescriptions filled in the United States,
to nearly half of all prescriptions dispensed. At the same time, the brands continue
to innovate, spending roughly $30 billion per year on research and development. So
while some may complain the Act is not working perfectly, I assume all would con-
cede that it’s working pretty well. Certainly, I do not expect to hear anyone call for
a repeal of the Act.

Recently, the FTC issued a report examining generic entry into the market prior
to the expiration of brand patent rights. The important words to stress here are
“prior to the expiration of brand patent rights.” The sole focus of the report was
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whether generics were obtaining access to the market when a brand holds a valid
patent issued by the Patent and Trademark Office. To be sure, some patents may
be improperly granted by the PTO. But, according to the FTC, this is not the rule,
but rather the exception. Since passage of Hatch-Waxman, roughly 95% of all
generics seeking access to the market raised no issue about the validity of brand
patents. With few exceptions, generic access to the market has not been stymied
through a system of gaming.

What the FTC focused upon were 8 drugs where brand manufacturers received
multiple 30-month stays. At the outset, let me state that I support the notion of
a 30-month stay. A 30-month stay allows for a cooling off period so that tricky pat-
ent issues can be litigated. We believe that a 30-month stay is appropriate because
Hatch-Waxman allows generic manufacturers to commit activities that would other-
wise be considered patent infringement prior to generic approval. So when a person
tells me that brand drugs should be treated the same in patent litigation, through
a requirement that they seek injunctive relief to keep the FDA from approving the
generic, I tell them that should be the case only if we treat generic manufacturers
like all other manufacturers prior to approval. That is, you should not be allowed
to infringe on the front end and then demand to be treated like all others on the
back end.

The question becomes, however, “Is more than one 30-month stay ever legiti-
mate?” Truthfully, I don’t know the answer. The FTC has studied this issue very
carefully, and recommends one 30-month stay per drug. I want to hear this rea-
soning explained to me today.

Further, the FTC recommends that when brands settle patent litigation with
generics, the FTC should be given notice of the settlement. This, to me, may be sen-
sible. I understand that FTC is not calling for approval of the settlement, but rather
a simple notice. Since anti-competitive settlements do nothing to bring lower-priced
generics to the market, this seems like a good starting point for discussion.

Again, Chairman Bilirakis, I appreciate you calling this hearing on this very im-
portant topic. While it’s easy to say we must rush to reform Hatch-Waxman, the
one thing we cannot do is reform it in a way which threatens innovation. Without
innovation, patients are harmed. Without innovation, research moves overseas.
Without innovation, there is no generic pharmaceutical industry. Let us always re-
member: Hatch-Waxman has worked very well. If reforms are needed, we must
draft these reforms correctly.

Finally, let me mention one more thing before we go into the arcane details of
the Hatch/Waxman Act. You will hear a great deal of rhetoric at this hearing about
why we must quickly approve S. 812 or some other similar legislation. Our friends
on the other side of the aisle will say that such legislation is sorely needed to bring
down the price of prescriptions for seniors.

Let me be perfectly clear. The best way to reduce the prices paid by seniors for
their prescription drugs is to pass a comprehensive prescription drug benefit in
Medicare. The bill we passed through the House in June will reduce some seniors
drug spending by well over 50%. Approximately, 44% of Medicare beneficiaries will
pay only nominal co-pays and no cost-sharing. That’s legislation that should be
signed into law right away.

At the Energy and Commerce Committee, we have a proud history of bipartisan-
ship. As our Committee delves into the minutia of Hatch/Waxman, I hope that we
do so in the spirit of that finest bipartisan tradition and examine this law on the
merits. We have many important issues before us today. Let both sides approach
them with an open mind and a willingness to be educated.

Mr. BILIRAKIS. Thank you. I thank you for the wisdom of your
remarks, Mr. Chairman, and would yield 3 minutes to Mr. Pallone
for an opening statement.

Mr. PALLONE. Thank you. Let me say that I very much disagree
with what the chairman of the full committee just said about what
we should be doing and what the other body should be doing. I
mean, the bottom line is that this generic Greater Access to Afford-
ability Pharmaceuticals Act, the bill that passed the Senate, is
really the only game in town.

As much as I am happy that we are having this hearing today,
we need to pass a generic bill. We need to make the changes to
Hatch-Waxman and pass the Senate bill. The fact that we are hav-
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ing a hearing is not enough. The subcommittee, the full committee
should be marking up the Senate bill.

I am all for a Medicare prescription drug benefit, but the bottom
line is that that is not going to happen. This can happen very eas-
ily if this committee would just take the bull by the horns and do
what has to be done.

Keep in mind also that the Medicare benefit, although it is a
great thing, doesn’t address costs. The Republican bill doesn’t ad-
dress cost. It only deals with senior citizens. If you pass the Senate
generic bill, the Hatch-Waxman reform, it would lower costs for all
Americans, not just for senior citizens.

I think the Republican leadership on the committee, basically,
what they are doing is they are saying, look, we know there are
all these problems with Hatch-Waxman. The FTC report shows
dramatically that the brand-name industry is causing the problem
and causing all these delays for generics. Yet, they are not willing
to bring it up.

Why not? Well, the reason is simple: because the brand-name in-
dustry is financing campaigns. They are running ads for all the Re-
publican candidates in the competitive districts telling them that
you should vote Republican.

You know, the brand-name industry is the problem here, and the
Republican leadership on this committee is not willing to address
the problem because they want the help that they are getting from
the brand-name drug companies in their campaigns and in these
competitive races. That is what this is all about.

We don’t need a hearing. We need to pass a bill and we need to
deal with the issue of cost. The Republican bill, even the Medicare
benefit bill, doesn’t deal with the cost issue. I have mentioned
many times in this committee about the non-interference clause
that is in the Republican prescription drug bill that specifically
says that the person in charge of the program cannot essentially
negotiate price reductions. That is what the bill says because that
is what the brand-name industry wanted. They don’t want us to
deal with the cost issue. They don’t want more generics brought to
the market.

I mean this FTC report unambiguously confirms that Hatch-
Waxman is being abused. It details that brand-name companies are
manipulating the approval process. They are the problem. These
additional 30-month stays are being triggered by the strategic sub-
mission of inappropriate patents by the brand-name drug compa-
nies, listings in the FDA’s “Orange Book,” and they go on to talk
about the other problems with the 180 days. I mean, we don’t need
anything more.

The subject of this hearing clearly shows in this FTC report that
the brand-name industry is abusing the system. Let’s do something
about it. Don’t just keep talking.

Thank you, Mr. Chairman.

Mr. BILIRAKIS. The gentleman’s time has expired. Mr. Shimkus,
opening statement, 3 minutes.

Mr. SHIMKUS. Thank you, Mr. Chairman. I ask unanimous con-
sent that the testimony of the Coalition for a Competitive Pharma-
ceutical Market be submitted for the record.

Mr. BiLIRAKIS. Without objection.
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[The prepared statement of the Coalition for a Competitive Phar-
maceutical Market follows:]

PREPARED STATEMENT OF COALITION FOR A COMPETITIVE PHARMACEUTICAL MARKET

Chairman Bilirakis, Congressman Brown, and distinguished Subcommittee mem-
bers, the Coalition for a Competitive Pharmaceutical Market (CCPM) commends the
Subcommittee for its leadership in addressing the critical issue of improving con-
sumer access to affordable generic drugs in light of unsustainable increases in the
cost of prescription drugs. On behalf of our members, we appreciate this opportunity
to submit written comments to the Subcommittee.

CCPM is an organization of large national employers, insurers, generic drug man-
ufacturers, and others committed to improving consumer access to high quality ge-
neric drugs and restoring a vigorous, competitive prescription drug market. CCPM
supports legislation to eliminate legal barriers to timely access to less costly, equally
effective generic drugs.

Our membership is broad and diverse, and includes numerous prominent pur-
chasers of pharmaceuticals, such as General Motors Corporation, Caterpillar, Inc.,
Eastman Kodak Company, and Delphi Corporation. We are eager to share with the
Subcommittee our experience regarding prescription drug cost increases and to un-
derscore our belief that the House of Representatives needs to act now to eliminate
legal barriers to timely access to affordable, equally effective generic drugs by pass-
ing H.R. 5311/H.R. 5272.

IMPACT OF UNSUSTAINABLE PRESCRIPTION DRUG COSTS

Large and small businesses, consumers, unions, governors, the federal govern-
ment and health plans throughout the nation are aggressively attempting to man-
age soaring prescription drug costs. These expenditures are growing at annual rates
of up to 20 percent and are unsustainable. Current pharmaceutical cost trends are
increasing premiums, raising copayments, pressuring reductions in benefits, and un-
dermining the ability of businesses to compete. CCPM members seeking to continue
to provide prescription drug coverage to employees and subscribers face a tremen-
dous challenge in light of these skyrocketing pharmaceutical costs.

For example, General Motors—the largest private provider of health care coverage
in the nation, insuring over 1.2 million workers, retirees, and their families—cur-
rently spends over $1.3 billion a year on prescription drugs. Despite GM’s use of
state of the art management techniques that assure the most appropriate and cost
effective use of prescription drugs, its pharmaceutical bill continues to grow at a
rate of 15 to 20 percent a year—more than quadrupling the general inflation rate.

Similarly, Eastman Kodak Company, which insures 150,000 covered lives, spends
31 percent of its health care dollar on prescription drugs. Kodak is on track to spend
$88 million on prescription drugs this year, and estimates that their drug costs will
increase to at least $99 million in 2003.

Likewise, equipment manufacturer Caterpillar Inc. spent $131 million on pre-
scription drugs last year, representing a 17 percent increase over the previous year.
Moreover, Caterpillar has experienced drug cost increases ranging from 17 to 25
percent over the past five years.

The experience of insurers is no different. The 42 Blue Cross and Blue Shield
Plans that collectively provide health care coverage for 84.4 million Americans, rep-
resented in CCPM by the Blue Cross and Blue Shield Association (BCBSA), are ex-
periencing up to 20 percent increases in prescription drug costs each year. BCBSA
expects these costs to continue to grow rapidly, exacerbating the difficulty of pro-
viding a meaningful level of coverage for prescription drugs while keeping premiums
as affordable as possible.

Such drug cost increases are driven by multiple factors, including higher utiliza-
tion, direct-to-consumer advertisements, drug price increases, and, especially, de-
layed generic competition.

CCPM members are growing increasingly concerned that a major contributor to
the pharmaceutical cost crisis is the use of the Drug Price Competition and Patent
Term Restoration Act of 1984 (Hatch-Waxman) in ways clearly unanticipated by
Congress and which effectively block generic entry into the marketplace. We believe
that inappropriate Orange Book patent listings, the repeated use of the 30-month
generic drug marketing prohibition provision and other legal barriers have resulted
in increasingly unpredictable and unaffordable pharmaceutical cost increases.
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GENERIC DRUGS PROVIDE CRITICAL COST SAVINGS

Every day, the choice of generic products creates substantial savings for con-
sumers; as much as 70 to 80 percent when compared to the brand product. This
adds up to more than $10 billion dollars a year in savings for consumers, employers,
insurers, and taxpayers, as well as state and federal governments. Generic drugs
play a critical role in the search for answers about how to decrease health care
costs, while increasing access to important medicines and assuring health care cov-
erage availability.

Like their brand-name counterparts, generic drugs are subject to thorough review
by the Food and Drug Administration (FDA) to ensure that they are safe and effec-
tive. The generic manufacturer relies on the underlying safety and efficacy data sup-
plied by the brand manufacturer when it submits its application to the FDA for ap-
proval. In addition, the generic manufacturer must demonstrate in its application
that the generic drug is equivalent to the branded product based on bioavailability
and/or bioequivalence studies to win FDA approval.

LEGAL BARRIERS TO GENERIC ACCESS IMPEDE VIGOROUS MARKET COMPETITION

Generic drugs offer consumers a safe, equally effective and affordable alternative
to brand name prescription drugs. However, the lack of access to high quality ge-
neric drug choices for Americans leads to increased premiums, higher co-payments,
fewer health benefits, and reduced access to quality care—particularly for the unin-
sured and poorly insured.

CCPM commends the Subcommittee for focusing today on barriers to generic
entry into the marketplace. We believe, and the recent report from the Federal
Trade Commission “Generic Drug Entry Prior to Patent Expiration” confirms, that
such barriers have cost consumers billions in lost savings and will continue to do
so absent swift legislative action. Without relief from rising prescription drug costs,
employers and other purchasers simply will be unable to effectively compete in the
world marketplace.

Specifically, such legislation should:

* End delays associated with the automatic 30-month stay;
» Accelerate generic drug introduction to market; and
* Expedite resolution of patent disputes.

End Delays Associated with the Automatic 30-Month Stay

A brand name drug manufacturer can delay generic competition for 30 months be-
cause current law requires the FDA automatically to stay approval of a generic ap-
plication if the brand manufacturer sues for patent infringement. In fact, current
law allows multiple, automatic 30-month stays, further delaying market entry for
generic drugs. Restricting the availability of the automatic 30-month stay would still
permit brand manufacturers to sue generic companies. However, like patent holders
in all other industries, brand manufacturers would have to obtain a preliminary in-
junction based on merit to delay generic drug approvals.

For example, the manufacturer of Neurontin [0 strategically timed the submission
of an additional patent to FDA, effectively converting the automatic 30-month stay
into a 54-month delay of generic competition. The cost in lost savings to consumers
has already amounted to well over $825 million. With each new day the public loses
an additional $1.5 million.

Accelerate Generic Drug Introduction to Market

Current law grants a 180-day period of market exclusivity to a generic applicant
who first files an application with the FDA certifying that the patents on the brand
product it intends to copy are either invalid or will not be infringed by the manufac-
turing and marketing of a generic version of the drug. However, the 180-day period
does not begin until the first applicant goes to market or litigation surrounding the
certification is resolved. In the interim, all other generic applicants are kept out of
the market.

The 180-day exclusivity provision now available to the first generic challenger
should be available to a subsequent challenger, if the initial challenger does not go
to market within a specified period or the FTC finds the applicant engaged in un-
lawful conduct (such as an agreement with a brand manufacturer to stay out of the
market).

Additionally, a Federal appellate court decision, or the date of a settlement agree-
ment or consent decree that includes a finding of invalidity or noninfringement
should be designated as “triggers” for the 180-day period to provide certainty for the
generic applicant.
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Expedite Resolution of Patent Disputes

A brand manufacturer enjoys a statutory 45-day window during which it may file
an infringement suit against a generic challenger and obtain an automatic 30-month
stay. Under current law, a generic manufacturer must wait to be sued and complete
litigation to achieve certainty of its right to market its product—or risk triple dam-
ages if it markets an approved generic drug while a suit is pending. Generic manu-
facturers should be permitted to challenge patents inappropriately listed with the
FDA, with a correction or de-listing remedy available. This statutory change would
reduce the amount of litigation surrounding drug patents and expedite consumer ac-
cess to affordable medicines.

COST IMPACT ON CCPM MEMBERS

In addition to the well-documented cost savings that generic drugs provide, there
is ample data on the lost savings to consumers when generic drug access is delayed.
For example, the Congressional Budget Office (CBO) examined a bill passed by the
Senate in July 2002 (S. 812) that would eliminate many of the barriers to generic
drug market entry discussed above. CBO concluded that consumer savings gen-
erated from such legislation could reach as much as $60 billion over the next ten
years. CBO further determined that if all barriers to generic drug market entry
were eliminated, the total savings could reach $120 billion over 10 years.

CCPM member Eastman Kodak estimates that approximately one-third of its cur-
rent expenditures on prescription drugs is spent on brand name drugs for which ge-
neric counterparts are expected to be available in the near future. Similarly, Cater-
pillar anticipates that if generic competition is introduced for the 15 most popular
drugs expected to go off patent by 2006, it will save between $25 to $30 million per
year.

General Motors estimates that without new legislation, if just five pharmaceutical
“blockbuster” product patents that are currently scheduled to expire are extended,
GM will see increases in its prescription drug bill in excess of $204 million during
the period of delay of generic market entry.

SUPPORT FOR BIPARTISAN LEGISLATION TO IMPROVE ACCESS TO GENERIC DRUGS

In light of the unintended consequences of Hatch-Waxman provisions that serve
to impede access to safe, affordable generic drugs, CCPM believes that Congress
must act now to pass legislation that will restore the balance between competition
and innovation that was initially intended by the Congress in 1984. Specifically,
CCPM supports the Prescription Drug Affordability Act (H.R. 5311) and the Pre-
scription Drug Fair Competition Act (H.R. 5272).

Last week, CCPM joined with the RxHealth Value coalition and AARP in releas-
ing a new AARP survey that found overwhelming support for legislation to close
loopholes used by some pharmaceutical companies to prevent generic drugs from
being made available to consumers. As the largest consumer group in the nation,
AARP supports the House bills because, according to its survey, the vast majority
(92 percent) of Americans age 45 and older is concerned about the impact of rising
drug costs on their health care coverage.

In addition, the AARP survey revealed that 84 percent of older Americans strong-
ly believe that making generic drugs more available is an important part of the so-
lution to rapidly increasing drug prices and two-thirds support legislation to make
generic drugs more available.

It is important to note that nothing in the legislation introduced by Representa-
tives Waxman and Brown, or Representatives Thune and Emerson, diminishes the
patent rights of brand-name pharmaceutical manufacturers. The legislation does not
in any way amend Title 35 of the U.S. Code, which protects the patents of all manu-
facturers, including CCPM members. As innovators, patent-holders and competitors
in the world market, CCPM members respect the integrity and value of intellectual
property protection. However, we oppose practices that detract from true innovation
and new product development and merely serve to preserve of old innovations.

CONCLUSION

CCPM applauds the Subcommittee and the FTC for examining the critical health
care issue of assuring continued access to safe, affordable generic prescription drugs.

CCPM believes that Hatch-Waxman reforms—such as the Prescription Drug Af-
fordability Act (H.R. 5311) and the Prescription Drug Fair Competition Act (H.R.
5272)—can enhance competition and choice while also encouraging meaningful inno-
vation. The Senate recognized as much when it passed similar legislation in July
2002 by an overwhelming bipartisan vote of 78-21. CCPM maintains its commit-
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ment and support for the Congress to pass this legislation this year; delay would
mean yet another year of excessive prescription drug costs that create pressures
that make it more difficult for businesses to compete and health plans to offer af-
fordable, meaningful insurance.

Mr. Chairman, we appreciate your leadership in holding this hearing. We look for-
ward to working with you and providing any assistance possible in developing legis-
lation in this area.

Mr. SHIMKUS. Thank you, Mr. Chairman, and I will be brief.

First of all, this does address a cost issue across the country on
prescription drugs, but I would remind my friends and Mr. Pallone,
who just talked, that under the prescription drug bill many of you
voted against the best pricing provision that the VA uses that
would have saved $19 billion. That was a way in which, through
passing that—so there was cost-benefit provisions in our prescrip-
tion drug bill. The best pricing is what the VA uses. That is why
we have been able to expand

Mr. PALLONE. Will the gentleman yield?

Mr. SHIMKUS. Yes, I will be happy to yield.

Mr. PALLONE. I don’t know—if you are talking about trying to
use the VA——

Mr. SHIMKUS. Model.

Mr. PALLONE. [continuing] model, I know that——

Mr. SHIMKUS. You all voted against it.

Mr. PALLONE. We supported that.

Mr. SHIMKUS. No.

Mr. PALLONE. Mr. Stupak——

Mr. SHIMKUS. In the amendments, the best pricing model.

Mr. PALLONE. It was Mr. Stupak’s amendment, and we voted for
it.

Mr. SHIMKUS. There was $19 billion in savings in this bill. So to
say that our prescription bill doesn’t have price savings is wrong.

Mr. PALLONE. You have a non-interference clause in the bill that
specifically says that the administrator of the program cannot ne-
gotiate

Mr. SHIMKUS. Reclaiming my time

Mr. BILIRAKIS. Gentlemen, this is an opening statement. The
gentleman has the time.

Mr. SHIMKUS. Reclaiming my time, I would just say that $19 bil-
lion is a significant savings to the senior citizens for prescription
drug benefits, and that was passed in our bill.

I would also respond and concur with the chairman, who said the
real question is, is one 30-month stay legitimate? That is the basic
pr((lamise of the FTC report. That is what we are going to hear
today.

As many of the folks who are here know, we want to hear the
testimony to make the case of reforms needed to make sure that
we get low-cost prescription drugs and that we continue innovation
and development, because innovation and development is only oc-
curring here in the United States today because of our ability and
our patent protections.

So this is an important hearing. I thank the chairman for having
the hearing and Chairman Tauzin for allowing us to have this, pe-
riod, and I yield back my time.

Mr. BILIRAKIS. And I thank the gentleman. Mr. Stupak, for an
opening statement, 3 minutes.
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Mr. StupAK. Thank you, Mr. Chairman, and thank you for hold-
ing this hearing on competition on the prescription drug market.

Last year prescription drug spending increased by %20.8 billion
or 18.8 percent. Seniors, one-third of whom lack prescription drug
coverage, received a 2.4 percent cost-of-living increase in their So-
Cicilcll Security benefit last year. Simply put, the math just does not
add up.

This is not just about seniors, but all Americans cannot afford
double-digit increases in costs each year for their pharmaceuticals.
Something needs to be done.

Let me be clear on one important point. I'm not blindly pro-ge-
neric; I'm pro-competition because competition has proven to be the
great marketplace equalizer.

Our hearing today was triggered by a report released in early
August by the Federal Trade Commission, the FTC. The results of
this report concluded that there were certain abuses of the Wax-
man-Hatch generic drug legislation and that legislative fixes are
needed to close these loopholes that prevent generics from coming
swiftly to the market.

Legislative fixes are certainly needed, especially when States are
now being sued for trying to keep down prescription drug costs by
incorporating generics into their Medicaid formulas. My home
State of Michigan is attempting to limit out-of-control drug costs in
this way and i1s being sued by PhRMA to prevent this from hap-
pening.

PhRMA reasoning is this, and I quote: “Our argument is, why
would you want to put this in place when you’re going to hurt some
of the most vulnerable people in Society?” That is attributed to
John Brown, PhRMA State lobbyist.

PhRMA apparently sees no irony in this statement while I do.
This same PhRMA spokesman goes on to say that States shouldn’t
balance budgets on the backs of poor. I find it ironic and sad that
they are willing to hurt these vulnerable people by forcing them to
pay top dollar for drugs they cannot afford while using this same
vulnerable populations as cover to ensure their financial bottom
line, to make sure that their bottom line is the healthiest in the
country.

PhRMA'’s claim that the Senate-passed generics bill, S. 812, will
chill innovation and we won’t have new therapies, again, just the
opposite is true. By closing the loopholes in the Waxman-Hatch,
the brand industry will be able to go back to the lab to come up
with new medicines to make money, instead of pouring financial re-
sources into how best to use legal loopholes so as to make their
money stretch out to protect their monopolies.

They can also do it by reducing their advertising. They spend
twice as much money on advertising than they do on development
of new drugs. These abuses, outlined in the FTC report, are serious
and cost the health care system billions of dollars in inflated drug
costs.

In closing, let me say that a solution to these abuses exists and
has been passed overwhelmingly by bipartisan support in the Sen-
ate of 78 to 21. A broad range of groups—employers, insurance,
consumers, labor, Governors—support congressional action. We
should respond to their requests and to our constituents’ requests
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for action to lower drug costs and follow the Senate’s lead by pass-
ing our companion bill to S. 812 and pass it this year.

With that, Mr. Chairman, I yield back my time.

Mr. BILIRAKIS. I thank the gentleman. Dr. Norwood, for an open-
ing statement.

Mr. NORwOOD. Thank you, Mr. Chairman. I appreciate you hold-
ing this hearing on what I consider to be a very complicated sub-
ject.

I can’t help but note that my friend, Mr. Pallone, doesn’t agree
with the chairman, and I would like to say that I could associate
myself with his remarks real well. Though I am not certain where
I want to be yet, I have had people, as all of us have, coming in
and out of our office every day; one side saying, “We’re right and
the other side’s wrong,” and the other side saying, “No, we'’re
right.” It’s been back and forth now for a while on this generic
drugs and the Hatch-Waxman amendment. I am not totally certain
where I need to be, but I am absolutely certain that neither side
is completely right and neither side is completely wrong.

This is a very important issue because the cost of drugs is a driv-
ing factor in so much of health care today. For seniors, it is the
force behind our efforts to pass a prescription drug bill, and for our
employers and insurers, it is a driving force behind premium in-
creases.

Getting generic competition in the market is clearly in the public
interest. Are there loopholes in Hatch-Waxman that need to be
fixed? I believe the FTC was right in outlining certain areas of cur-
rent or potential abuse in S. 812 or the Brown bill, but the answers
to these concerns, is that the answer? I am not sure I believe so.
I think they probably go a little too far.

But one thing I am certain of is that the Hatch-Waxman bill has
worked. We have increased generics in this country over the last
20 years from 20 percent of the market to 50 percent of the market.
The brands have done a great job in their R&D. They have in-
creased that by $30 billion.

I think it would be an interesting question for us to answer, well,
what would happen if generics had 75 percent of the market? What
would happen to prescription drugs in this country if they had 95
percent of the market? Is that a good idea?

Is the bill working perfectly? No, we need to fix some of the areas
of political abuse, but I think we should be cautious, very cautious,
before we dive head-long into tinkering with a law that has actu-
ally worked pretty well.

I also want to mention that, even though we don’t want to em-
barrass the Senate because they have put out a bill, and there
hasn’t been many, so the very little work they have done, we may
not want to waste. But I would say to them also that we put out
a bill, too, that helped senior citizens a lot, and that is the prescrip-
tion drug bill, and they need to deal with the fact that our poorest
seniors and our sickest seniors should be dealt with with a pre-
scription drug bill. So I am not sure exactly which issue we should
be on. Just because the Senate says it is dead, I am not sure we
need not tell them their issue is dead, too, until they can learn to

play.
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Mr. Chairman, I look forward to this testimony of our witnesses
today. I view this as a great opportunity for learning and listening.
We will see where we need to be, but I tend to agree with the
chairman again: Perhaps the Senate bill is just not exactly what
the House wants. We usually can come up with a little better solu-
tion, and we need to have our own.

Thank you, Mr. Chairman.

Mr. BILIRAKIS. I thank the gentleman. Ms. Eshoo, for an opening
statement.

Ms. EsHOO. Good morning, Mr. Chairman, and thank you for
having this hearing today. It is an important one because it is a
very important issue for the American people.

Being almost the last one to make an opening statement, I would
like to make just a couple of observations that I didn’t have part
of my written copy. That is to say that I think that it is safe and
sad to say that a prescription drug bill is not going to be passed
by the Congress. We are going to be taking a vote on war tomor-
row. The statements will be completed on the floor very shortly.

As we talk about competition, here in the House of Representa-
tives my friends on the other side of the aisle don’t believe in the
competition of ideas. When you talk about a prescription drug bill,
you wouldn’t allow another idea to be brought to the floor to be de-
bated. That is wrong. That is wrong.

This business about the Senate, I am sick and tired of it. The
Senate, whether you like the bill or not, passed almost 100-to-noth-
ing. So it is the responsibility of the House to not only have a hear-
ing at 2 minutes until midnight before we leave to go home for the
mid-term elections, but to have had a markup here. I may not
agree with everyone here about the innards of the Senate bill, but
we have a responsibility to come up with something and, most
frankly, we are not going to.

I look forward to the distinguished people who are here to testify
today because, if I am blessed enough to come back in the 108th
Congress, we have to use your wisdom on what direction we need
to go.

Hatch-Waxman has been successful, but we know many years
later that there are some abuses and that we need to straighten
that out. Why? Because it creates an opportunity for the American
people to not only benefit from generics, but also from the invest-
ments that are made in this country relative to drugs. So we need
to keep innovation going, and we need to protect what the Amer-
ican people, especially the poor, the elderly, and those that are un-
insured, benefit from.

So there are abuses. We need to correct them, but let’s not sug-
gest at this very important hearing that the Congress of the United
States is going to be taking care of this forthwith. Let’s not be pos-
ing for “holy card” pictures because it is not going to be done. This
is being brought up, as I said, just a few minutes before midnight
before Paul Revere rides out of town.

I know that our chairman always wants to do the right thing,
and I appreciate that. He is a gentleman. He is a decent person,
and I will always stand with that. But the tenor and the exaggera-
tion that is here today on the part of some of my colleagues really
does not befit a very distinguished committee and where we are in
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the last throes of a Congress that is debating war, and not passing
either a bill to make the corrections that need to be made or a
Medicare prescription drug benefit that actually is in Medicare. We
can debate that.

Mr. BiLIRAKIS. The gentlelady’s time has expired.

Ms. EsHOO. I thank the chairman.

Mr. BILIRAKIS. I thank the gentlelady. Mr. Pitts, for an opening
statement.

Mr. PiTTs. Thank you, Mr. Chairman. Thank you for holding this
important hearing today. I look forward to hearing about the state
of competition between brand and generic drugs and whether im-
provements in this marketplace are necessary.

Mr. Chairman, it has been said this is probably one of the more
complicated issues the subcommittee has dealt with to date. I be-
lieve this hearing will allow all of us to get a better picture of the
industry.

I think it is important to note that the numbers show that
Hatch-Waxman has been generally successful. It has maintained
the balance of improving the generic drug approval process while
at the same time providing patent term restoration to the brand
drug industry. As we all know, a competitive market for the phar-
maceutical industry relies on new innovation. I believe we have a
responsibility not to hinder this innovation.

That said, I am aware of the concern that some have expressed
that generic drug approvals have been unnecessarily delayed due
to patent listings. So I believe this hearing will be an excellent op-
portunity to examine these concerns. We need to know whether the
reforms identified within the FTC report are appropriate. We need
to know what the impact of the recommended FTC reforms may
have on brand-name drug innovation.

I will submit my entire remarks for the record, but say, in con-
clusion, Mr. Chairman, I look forward to hearing from our distin-
guished witnesses and yield back the balance of my time.

Mr. BILIRAKIS. I thank the gentleman for his consideration. Mr.
Green, for an opening statement.

Mr. GREEN. Thank you, Mr. Chairman. I would like to join my
colleagues in expressing regret that I think a lot of discussion on
this bill would have been taken care of if we had actually been able
to consider alternatives on the floor of the House to our committee
product that took us all night.

Although this bill, the bill we are holding hearings on, I appre-
ciate, again even at this late date, the hearing on changes in the
Drug Price Competition and Patent Term Restoration Act, also
known as Waxman-Hatch, prescription drugs are a central part of
our health care system, and advances in the area of pharmaceutical
research have led to new treatments for diseases such as AIDS, di-
abetes, cancer, arthritis, and dozens of others.

Although there is no doubt that we should do all we can to en-
sure that that kind of innovation continues, the cost of these drugs
remains a concern to all Americans, but particularly our elderly.
Health care costs rose 5 percent in 2001, 3.7 times faster than the
overall inflation rate, this in large part due to the increase in the
cost of prescription drugs.
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Prescription drug cost spending is the fastest-growing component
of health care costs and rose 17 percent in 2001. This increase has
a ripple effect not only in the private sector, health insurance,
State Medicaid programs, employers, uninsured, and seniors, but
also in our Veterans’ Administration health care programs.

Congress tried to balance two conflicting interests when they
passed Waxman-Hatch in 1984, and there is no question it is an
extremely complex and challenging area of FDA law. It has been
successful. In our committee memo it says that generic drugs have
risen from 40 percent to 50 percent of all prescription drugs dis-
pensed. At the same time, brand innovation and the research and
development has increased to nearly $30 billion.

Unfortunately, with these improvements have come new loop-
holes that have created the opportunity for abuse in our current
system. Innovator companies often file a number of patent, stag-
gering patent applications, to extend the patent protections and,
thus, their market exclusivity.

Each time an innovator lists a new patent, generic companies
must file for a paragraph (IV) certification, which triggers an auto-
matic 30-month stay before the FDA can approve their product. By
staggering new patents, this loophole creates the possibility of in-
novator companies to receive multiple and unlimited stays on a sin-
gle drug. The patent stacking results in lengthy delays.

Additionally, these new patents are often for secondary changes,
such as the pharmaceutical’s color, labeling, or expiration date.
These kinds of minor changes are not the innovations that Con-
gress sought in the Waxman-Hatch bill.

Additionally, the 180-month stay provision which was intended
to promote generic competition has been abused by some generic
companies who have colluded with their brand-name counterparts
to keep lower generics off the market. There have been several
pieces of legislation introduced to address these abuses, and Ameri-
cans need timely access to affordable medications.

Senate bill 812 would contain many of the provisions. Again, I
don’t think you would see as much support for this bill if we had
considered and passed a real prescription drug benefit under Medi-
care.

I yield back my time.

Mr. BILIRAKIS. I thank the gentleman. Ms. Wilson, for an open-
ing statement.

Mrs. WILSON. Thank you, Mr. Chairman. I also appreciate your
having this hearing because I think it is a beginning of a very im-
portant process of considering what we have to do to improve and
buildupon the Hatch-Waxman bill, and that is kind of a big deal.
I don’t think it is easy, and I think the idea that we could quickly
pass this bill is probably not true. I think there will be people who
want to look at a lot of the different provisions of Hatch-Waxman,
and we need to consider how we are going to do that.

I come to this with the perspective of a consumer and a former
small business owner, but the real issue is, what is the price to the
consumer and whether small businesses, particularly, can continue
to offer health insurance to their employees. It is now not even an
issue so much for small business as medium-sized business and
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large business, where health insurance premiums continue to go
up.
I don’t believe that there is a single-point solution to this prob-
lem. I don’t think there is an “only game in town,” not in this town
and not in the town that I live in.

We need to add a prescription drug benefit to Medicare. We
passed a plan through this House. I wish that the Senate had been
able to pass one and we could come together in conference and get
that done. We are going to have to come back and do it again in
the next Congress, and I will be there to try to craft the best bill
possible for our consumers and our seniors.

I think we need to consider allowing the importation of safe pre-
scription medicines that are made in FDA-approved facilities, and
I think that that will put a little back pressure on the pharma-
ceutical companies, because, frankly, the difference between the
cost of medicine in Juarez and the cost of the same medicine in Al-
buquerque is too big. It causes people to be traveling to Mexico to
buy medicine.

I drink my orange juice that may come from Mexico. It seems to
me that we should be able to figure out a way to get safe medicine
from other countries.

We need to look at the generic medicine law, and that is what
this hearing is about; both the 30-month stay and things like the
ilifference in price is substantial. I think we need to look at that
aw.

I think we need to also protect the motivation for innovation. You
know, if we want to just freeze the prescription drug formulary
where it is, we could come up with price controls, but we all want
to see the next miracle medicine, the cure for Alzheimer’s, the cure
for AIDS, the cure for Parkinson’s. It is the prescription drug in-
dulstry that is most likely to bring us that next generation of mir-
acles.

Finally, I think we may want to look also at advertising and
what the laws are with respect to prescription medicine adver-
tising. I think there are a lot of things that are on the table that
could achieve or help to achieve our goal, which is to lower the cost
of miracle medicines to the consumer and make sure people con-
tinue to have health coverage through their employer.

I look forward to hearing the testimony today. I look forward to
learning more about this issue in my district and my constituents,
but I agree with many of the things that have been said previously.
But the first step is to deal with those who are most in need, and
that is our seniors. We need to add a prescription drug benefit to
Medicare.

Thank you, Mr. Chairman.

Mr. BILIRAKIS. I thank the gentlelady. Mr. Shadegg, for an open-
ing statement.

Mr. SHADEGG. Thank you, Mr. Chairman, and I, too, want to ex-
press my appreciation for your holding this important hearing
today. There are many laws that come before this Congress which
are not truly within the ambit of our responsibility, but the Con-
stitution specifically gives the U.S. Congress the power to enact
laws relating to patents. So this is our responsibility, and in this
instance I think it is an extremely important responsibility.
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Just as Thomas Jefferson and James Madison differed over the
merits of patent laws over 200 years ago, today there is an honest
and genuine debate over the regulatory environment surrounding
our pharmaceutical patents and our pharmaceutical industry. That
debate deserves this hearing and deserves careful consideration.

This is an incredibly complicated subject. My constituents do not
understand the 30-month stay or the 180-day market exclusivity,
but, Mr. Chairman, they clearly do understand and are concerned
about the double-digit increase in the cost of prescription drugs and
the double-digit increase in health insurance premiums. We simply
as a nation cannot tolerate cost increasing at those rates.

Now my constituents, Mr. Chairman, deeply value innovative
medicines and are very much appreciative of the miracle drugs
which have been produced. They also understand that producing
those drugs is a capital-intensive process, and that if that capital
isn’t there, those drugs won’t come to market.

But, Mr. Chairman, it is important that we strike an appropriate
balance. Some say, for example, that Hatch-Waxman strikes that
proper balance. Others, of course, strongly disagree and say there
are loopholes. I believe, indeed, that there have been some abuses,
perhaps abuses on both sides, and we must fix this system.

It seems to me that the witnesses today can bring us important
evidence on that issue and that we owe it to our constituents to ex-
amine these laws and to ensure that they are correctly crafted. The
miracle drugs that make our health care system the best in the
world need to come to market. At the same time, the laws that
allow those drugs to come to market should not be abused or twist-
ed or used in a way to protect the market for one company long
beyond what was intended and to keep others out of the market.

This seems to me to be one of the most important challenges fac-
ing this Congress. We must strike the right balance. I am of the
mind that we have not struck that balance correctly, that there are
loopholes which need to be repaired and which need to be exam-
ined by this Congress. I am anxious to hear the evidence here
today. I think this is an important, critically important, obligation
for us because of the importance of health care to all Americans.

I thank you, Mr. Chairman, for holding the hearing.

Mr. BILIRAKIS. And I thank the gentleman, and would yield to
Mr. Buyer for an opening statement, 3 minutes, please.

Mr. BUYER. For all my education, I will articulate the word
“pass'”

I want to let us hear the witnesses.

Mr. BILIRAKIS. Mr. Deal, for an opening statement.

Mr. DEAL. Pass.

Mr. BILIRAKIS. “Pass”—I like those opening statements.

All right, that completes all of our opening statements, I do be-
lieve.

[Additional statement submitted for the record follows:]

PREPARED STATEMENT OF HIN. ALBERT R. WYNN, A REPRESENTATIVE IN CONGRESS
FROM THE STATE OF MARYLAND

Mr. Chairman, thank you for holding this important hearing on whether there is
adequate competition amongst brand and generic drugs, and whether improvements
allowing for greater competition in the drug marketplace are necessary.
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Clearly, with the rising costs of prescription drugs and an inadequate prescription
drug benefit, we should look at ways to lower prescription drug costs without pro-
viding a significant disincentive for brand drug companies from innovating.

The issue of drug patents and the entry of generic drugs on the marketplace is
interesting and complex subject. In 1984, the Hatch-Waxman legislation stream-
lined the generic drug approval process, and restored the patent life lost during the
FDA approval process for the innovator of the drug.

Since 1984, generics have risen from less than 20 percent to roughly 50 percent
of all prescription drugs dispensed. At the same time, brand investment in research
and development has increased to nearly $30 billion.

However, there are some concerns that some name brand manufacturers are pre-
venting generic competition. Unfortunately, a lack of competition in the drug indus-
try translates into higher prices for consumers.

On the Senate side, S. 812 passed in July, which would allow generic drugs to
get on the market more easily. I would like to hear from our witnesses about the
impact that the measure would have in the industry—brand and generics—as well
as consumers should it pass.

I am hopeful that today’s hearing will shed some light on the Hatch-Waxman bill
and possible modifications that need to make in this day and age.

Mr. BILIRAKIS. What I would like to announce at this point is
that we will hear the statements of the witnesses of the first panel,
Dr. Crawford and Mr. Muris. Then we will break for 45 minutes
to give everybody a chance to grab a quick bite or whatever the
case may be. I hope it doesn’t inconvenience you two gentlemen too
very much, but give the opportunity, because I know there are peo-
ple here who want to hear your testimony. I don’t want to break,
take that away from them. Is that all right, Dr. Crawford?

Mr. CRAWFORD. Yes.

Mr. BILIRAKIS. All right. When we return after that 45 minutes,
then we will go into the questioning of the first panel.

Mr. BROWN. Mr. Chairman, I would like to ask unanimous con-
sent to submit several documents for the record, distribute this
“Pray for a miracle” PhRMA ad I mentioned in my remarks, and
other testimony from Business for Affordable Medicine, if I could.

Mr. BILIRAKIS. Without objection, those will be made a part of
the record.

[The prepared statement of Business for Affordable Medicine fol-
lows:]

PREPARED STATEMENT OF BUSINESS FOR AFFORDABLE MEDICINE

Mr. Chairman, on behalf of Business for Affordable Medicine, we appreciate the
opportunity to present our views on the need for reform of the 1984 Drug Price
Competition and Patent Term Restoration Act (Hatch-Waxman Act).

BAM is a non-partisan coalition of Governors, large employers, and labor leaders
committed to containing drug costs by improving pharmaceutical competition. Our
complete focus has been on helping Congress understand the need to reform the
Hatch-Waxman Act.

CONSUMERS AND OTHER PURCHASERS NEED HELP

No problem poses a greater threat to the economic well being of American con-
sumers than the rising cost of prescription drugs. Our aging population is faced with
the promise of longer and healthier lives as a result of important pharmaceutical
discoveries, but we also face a nearly unbearable burden of paying for these medi-
c%lnes at rates that are breaking the budgets of consumers, states, and other pur-
chasers.

Americans will spend an estimated $4.7 trillion for prescription drugs over the
next 10 years. Today, the cost of drugs is rising at nearly 20 percent annually.
Those who can afford to pay are finding their budgets and patience wearing thin.
Seniors, employers, government agencies, and taxpayers who must foot the lar